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摘  要 
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Chinese pharmaceutical enterprises want to enter the European and American market, 
must enhance the quality, conforms to the European and American drug laws and 
regulations in order to gain permitting qualification, but also need to reduce costs to make 
reasonable profit; As the research background of this thesis, SA pharmaceutical company 
suzhou factory get EU GMP certification and sterile eye drops sell to European markets, 
choose theory of lean production to apply in practice, that prevent and control the human 
errors in the process of productions. Thesis wants to establish a set of ways sterile drops 
export project how to use the lean production theory to prevent and control the human 
error, make the products have high quality and production efficiency, so as to guide the 
domestic similar project, to ensure success by exported projects of European and 
American. Firstly, Thesis have found SA pharmaceutical company Suzhou factory have 
three kinds of human errors in actual production there were complex processes, skills and 
sense of responsibility and special production environment, and have analyzed the causes 
of three kinds of human error; Then, use FMEA method , total quality management and 
total production maintenance to prevent and control the three kinds of human error, and 
apply in practice, to implement improvement; Then, frequency of human error is compared 
before and after the measures, the implementation effect is evaluated; Finally, get the 
research conclusion, popularize lean production that is feasible in sterile products 
manufacturing pharmaceutical companies. Use reasonable theory of lean production to 
apply practice, human errors can be actively prevented and controlled; the result is 
frequency of human errors will be reduced significantly. For the pharmaceutical 
enterprises especially sterile preparations of pharmaceutical companies in our country, the 
research provides the reference that use lean production methods to prevent and control 
the production in the process of human error, then enterprise gain the GMP certification to 
export to up to the high standards of developed market such as European and American. 
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国际著名信息服务公司 Datamonitor 的分析，至 2016 年，到期专利药的市场规模将
































































































































































































第二章  精益生产理论背景 
第一节  精益生产的产生和推广 
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